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\ NATIONAL ASSOCIATION
NABI oF BEVERAGE IMPORTERS, mc.

30 COURTHOUSE SQUARE « SUITE 300 * ROCKVILLE, MD 20850
TELEPHONE (240) 453-9998 » FAX (240) 453-9338

March 5, 2003

Office of Infarmation & Regulatory Affairs
Office of Management and Budget

New Executive Office Building

725 17" Street, N.W., Room 10235
Washington, D.C. 20503

ATTN: Stuart Shapiro
Desk Officer for FDA

RE: Docket No. 02N-0278

Dear Sir;

These Comments are submitted on behalf of the Members of the National
Association of Beverage Importers, Inc., (NABI). NABI is a national trade
association that represents the interests of importers of beer, wine, and distilled
spirits. NABI Members are responsible for the importation of a major share of all
alcohol beverages that are imported into the United States.

NABI Members welcome this opportunity to provide comments to the Office of
Management and Budget (OMB). The Paperwork Reduction Act of 1995
subjects these proposed rules to review by OMB. We ask that OMB review
these regulations as they relate to the collection of information and to the burden
placed on large and small businesses alike. We believe that FDA is proposing
regulations that are unnecessary for the proper performance of FDA’s functions
and that they duplicate the collection of information already gathered by the U.S.
Customs Service. FDA has failed to consider options that would minimize the

burden of collection on respondents.

In August, 2002, NAB! was part of an alcohol beverage coalition comprised of
nine industry representatives that was formed to respond to FDA’s request for

comments by stakeholders as FDA developed proposed regulations
implementing the provisions of the “Bioterrarism Act of 2002,” (hereafter referred

to as "the Act’). The coalition submitted comments to FDA on August 30, 2002
(See attached Exhibit No. 2).

O2N- 02718 C 4S

ROBERT.J. MAXIWELL WINE-SPIRITS-BEER BERNADEEN P EMAMALL
PRESIDENT nabi-Inc@msn.com CORITORATE SECRETARY
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In that August 30, 2002, comment, the coalition argued that FDA should not
propose regulations that would duplicate regulations already in place and
administered by other agencies. We believed then, and continue to believe now,
that the U.S. Customs Service collects ali of the information that would be
necessary for FDA to carry out its responsibilities under the Bioterrorism Act.

At this time, we urge OMB to insist that FDA not adopt regulations that would be
duplicative of regulations already in place and administered by other Federal
agencies. In that regard, Sections 302 (c) and 314 of the Act clearly contemplate
and direct the efficient use of government resources to effectuate the goals of
this Act, and to facilitate its implementation through a clear allocation of Federal

' agency activities. The Congressional Record is further evidence of such intent.
The Senate proposal authorized the “Secretary” to require the maintenance and
retention of other records relating to food safety in consultation with other Faderal
departments and agencies that regulate food safety. (148 Cong Rec H 2685.)
Since the Secretary had authority under Section 702(a) of the FFDCA to issue
regulations for the efficient enforcement of the Act in combination with other
provisions, the Senate proposal was not adopted. (148 Cong Rec H 2685.)

The House of Representatives has also advocated close coordination with other
Federal agencies, such as U.S. Customs Service, in implementing the notice
requirement with a goal of minimizing and sliminating unnecessary, multiple, and
redundant notifications (147 Cong Rec E 2388) and encouraging simplicity and
cooperation with respect to the registration requirement, reducing paperwork and
the reporting burden on facilities (147 Cong Rec E 2388.) Therefore, Congress
recognized that the Act called upon functions of other Federal agency activities
and intended to coordinate, rather than duplicate, such functions.

Understanding the need to immediately obtain information relating to foods
impcerted or offered for import into the United States in reaction to a crisis, NAB|
urges the FDA to implement a coordinated strategy with other Federal agencies
that have established regulatory measures governing beverage alcohol. This
clear allocation of Federal agency activities, such as TTB and Customs vis-3-vis
their respective regulatory schemes governing beverage alcohol, will best utilize
the procedures and processes already in place to most efficiently “develop a
crisis communications and education strategy with respect to bioterrorist threats
to the food supply” — the stated purposse of Title |Il of the Act.
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We will now address the specific questions asked relating to the Paperwork
Reduction Act of 1985 that were contained in this rulemaking.

1) Whether the proposed collection of information is necessary for the
proper perfarmance of FDA’s functions, including whether the
information will have practical utility

The callection of the information in question in a “stand alone” FDA system is
duplicative. The proposed regulations appear to have been written without taking
into consideration the “24 hour” rule implemented by the U.S. Customs Service
on February 3, 2003. Under this new rule an ocean carrier must supply the U.S.
Customs Service with detailed manifest information twenty-four (24) hours in
advance of the cargo being loaded on the ship in the port of embarkation. The
manifest information, the entry paperwork, and the OASIS system, all on file with
the U.S. Customs Service, clearly satisfy the prior notification requiraments of the

Act.

We have prepared a comparison of the information required by these proposed
regulations and the information currently submitted to U.S. Customs when an
importer makes an entry. (See attached Exhibit No. 1) As you can see, all of the
information that FDA needs for its purposes is already available in the U.S.
Customs entry documentation or is readily available in other commercial records,

if needed.

Even if FDA can gather the information from either the U.S. Customs Service or
from its own stand alone system, FDA has not made it clear as to how it will use
the information. The number of “prior notices” will be so voluminous that it is
doubtful that FDA will be able to do anything meaningful with it that U.S. Customs
isn't already doing. Accordingly, we do not feel that this requirement to file
duplicative information with the FDA will have practical utility or benefit that would
outweigh the additional burden on businesses.

2) The accuracy of FDA's estimate of the burden of the proposed
collection of Information, including the validity of the methodology and

assumptions used

We believe that the FDA estimate of burden hours caused as a resuilt of the
.proposed regulations is fatally flawed. A quick check of a sample of NABI
Membaers revealed that Members would average 1200 responses per month, not
the 23 per month estimated by FDA. The total annual responses for the average
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NABI Member would be 14,400 responses. Converting 14, 400 responses into
staff years, using the FDA assumption of 1 hour per response, equals
approximately 7 staff years that each company would have to expend to comply
with the proposed regulations. That expenditure of money by a company seems
to be an unreasonable burden for a company to bear — just to re-submit
information that is already on file with the U.S. Customs Service. You should
also bear in mind that the average cost to employ a person to do this work in the
cities where the imparters are located is $50,000.00 per year.

We think that the number of respondents assumed by FDA is far too low. Using
FDA assumptions, alcohol beverage imparters would be approximately 5% of all
food importers in the United States. Considering the nature and volume of other
food imports, that assumption is highly unlikely.

It is obvious that this is 2 major rule with significant impact on small business.
Using our assumptions, the aggregate cost to the private sector could easily
exceed the $112 million dollar threshold specified in Title 1l of the Unfunded
Mandate Reform Act of 1995. It would appear that a cost benefit analysis must
be conducted before FDA finalizes these regulations. The proposed rule is a
significant rule as defined by that Act.

3) Ways to enhance the quality, utility, and clarity of the information to be
collected

We suggest that the amount and kind of information requested by FDA in the
"prior notice” is significantly more than that required by Section 307 of Title lII of
the Bioterrorism Act. The quality, utility, and clarity of the information would be
enhanced if FDA would limit its request for information to only those items

specified in the law.

It is important to note here that Section 307 of Title 11l of the Bioterrorism Act
directs the Secretary (HHS) to consuit with the Secretary of the Treasury before
issuing “prior naotice” regulations. It would appear that the Congress was trying to

avoid duplication by including this language.

4) Ways to minimiza the burden of the collection of information on

respondents

The best way to minimize the burden would be for FDA to accept those filings
already made with the U.S. Customs Service as the “prior notice” mandated by
the Bicterrorism Act.
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In the Final Rule, FDA should limit the information requested to that mandated by
law.

Conciusion

In summary, NABI Members recommend that FDA work with other agencies that
have jurisdiction governing the importation of alcohol beverages in order to
coordinate regulatory requirements on the private sector. The U.S. Customs
Service and the Tax and Trade Bureau of Treasury both have regulatory
authority over the importation of an alcohol beverage. We believe that the
regulations proposed by FDA unnecessarily duplicate reguiations issued by
those agencies. FDA should re-evaluate the need for its “prior notice” regulation
in light of the 24 hour advance notice now required by the U.S. Customs Service.

FDA should also conduct the costs benefit analysis as required by Title Il of the
Unfunded Mandate Reform Act of 1995 before it moves to finalize these “prior

notice” regulations.

We thank you for this opportunity to comment on these proposed regulations.
We ask that OMB use the powers vested in it by law to ensure that FDA
regulations do not unnecessarily burden the private sector or negatively affect
the economy. We stand ready to work with you at any time and to assist FDA in
the drafting of regulations that meet the requirements of the law without placing
an unnecessary burden on the regulated industry.

If we can be of further assistance, please do not hesitate to call on us.

Sincerely,

Rﬁ%@l

President — NAB|

Attachments (2)
August 30, 2002 Joint Industry Comment
Exhibit No. 1 - Comparison Chart
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Blo— TERROR 1M . RE &.LL‘I RE MELTS
: ¢ .  The proposed rule would requn'e the prior nomce to contain the
following information for each imported food entry-

'~ Identification o'f the . submitter, including name and firm

information. :

®
@ " — Entry type and U. S Customs Systém (ACS) entry number, or other
24l ' U.S. Customs identification number for the import.

@ — The location of any imported food products held at the port of ¢ t.ntry

+ for failure to submit an adequate prior notice.’

® The ideatification of the articles of food, including ‘complete FDA
product code, the common or usual name or markst name, the trade
or brand name (if diffcrent from the commmon or mdrkét name), the
quantity described from the smallest package siza to the largest
container, and: the lot or code numbers or- other identifier (if

applicable).

A E~my + ol

No ’ 346! @ —'.The identification of the manufacturer
'*’/ 4 (®) ~ Theidentification of the grower, if known
Iy " (& - " The ariginating country.
“ocean BlL (&) - .The identification of the shipper. -
sl 7) — The country from which the article of food was sluppad
’ el % — The anticpated arrival information: location, date, and time.
P 227 & - U.S. Customs entry process information.
Wl . @® -— The identification of the importer, owner; and consxgnee
170 | @ - The identification of the carrier.

iRl Nol
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August 30, 2002

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lanc, Room 1061
Rockville, MD 20852

RE: (1) Section 303 ~ Dockel No. 02N-0275 (Detention)
(2) Section 305 — Docket No. 02N-0276 (Registration)
(3) Section 306 — Docket No. 02N-0277 (Recordkeeping)
(4) Scction 307 - Docket No. 02N-0278 (Prior Notice)

Dear SirfMadam:

The undersigned arc a coalition of trade associations (see Attachment A) rcprc..cmmg all
ticrs of'the beverage aleohol industry. Members of our associations arc invelved in the
productian, importation, distribution/wholesaling, and retailing of beverage alcohol products that

are sold throughout the United States,

On behall of our respective members, we welcome the opportunity to provide initial
comments conccmmg the Food and Drug Adninistration’s (FDA) proactive efforts 1o liaise with
the foods community in implementing the provisions of the Public Health Security and
Bioterrorism Preparedness and Response Act of 2002 (Act). We fully support this FDA
inttiative, which is designed 1o create a focused regulatory scheme that docs not unnecessarily
duplicale existing statutory and/or regulatory requirements currcntly in place. To that end, our
comments focus upon how the directives of the above-refcrenced Sections of the Act already are
met and satisfied by the existing exiensive regulatory scheme governing beverage alcohol.

Since the 1930s, the Bureau of Alcohol, Tebacco and Firearms (BATF) and its
predecessor agcnc:es have regulated the beverage alcohel industry in terms of both impart and
domestic trade.' BATF has a comprehensive set of rcgulations that governs the production,
manufacture, importation, and distribution of beverage alcohol products. All persons engaged in
the business of producing, importing and distributing bevcrage alcahol praduets in the United
States must obtain a permit from BATF or be registered with BATF. The beverage alcohol
industry also is governed by an extensive regulatory scheme administered by BATF, which,
among other things, requires industry members to strictly accaunt for all products. Simply put,
the existing regulations enforced by BATF more than satisfy the provisions of this Act.

' Sec penerally, Federal Alcohol Administration Act, 27 U.S.C. §§ 121-211, Internal Revenue Code 26
U.S.C. §§ 5001-5691, and Title 27, Code of Federal Reculatinne
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In addition, industry members involved in the production, impartation and distribution of
beverage alcohol products are licensed by each State tn which they do business. Each Statc also
has regulations that require recordkeeping and mandate the filing of periodic reports of beverape
alcohol products shipped into and/or sold in that State. Althouph excluded from the scope of the
Act, beverage alcohol retailers also are licensed by the States in which they do business.

The U.S. Customs Service further regulates importers of beverage alcohal products.
Importers must mainlain records ta establish upon request that goods imported have been
classified correctly, taxes have been paid, and the importer of record has complied with all
regulations specifically dealing with beverage alechol. Further, as discussed more fully below,
Customs has several initiatives in place, such as the Container Sccurity Initiative, that requires
extensive information about U.S. bound shipments at least 24 hours before (he vessel sails Lo the

United Stares.

We urge FDA to avoid praposing or adopting regulations that would be duplicative of
regulations already in place and administered by other federal agencies. 1a that regard, Sections
302(c) and 314 clearly contemplatc and direct the efficient vse of government resources o
effectuate the goals of this Act and to facilitarc its implementation by a clear allocation of federal
agency activities. This clear allocation of responsible action'among federal agencies, such as
BATF and the Customs Service vis-i-vis their respective regulatory schames governing beverage
alcohol, will best utilize the'procedures and processes already in place ta most efficiently
“develop a crisis communications and education strategy with respect 10 biaterrorist threals to the

food supply,” the stated purpose of Title 111 of the Act.

Duplicative regulations and unnccessary regulations are costly and create incfficiencics,
as well as spawn potential confusion within the regulated community. Further, such measurcs
impasc unnccessary burdens upon regulators and the regulated community and thereby divert
valuable time and resources away from government and industry efforts to protect the food
supply from bioterrorist threals -- an abjective that ali of us fully support.

Finally, we urge that the resources and appropriations allocated to implcment the Act be
available to the federa] agencics, such as BATF, that are a critical component in effectuating its
provisions. In addition, such apencies also should have available the neccssary resources and
funds to meet various procedural clements of the Act, such as the clectronic [iling dircctive set

farth in Section 305(d).

The [allowing are our comments regarding specific Sections of the Act.

Sceuion 303 — Administrative Detention

No persen can hold a federal permit to produce, import or distribute beverage alcohol if
that person has been convicted of a felony within five ycars prior o the date of application or
within three years of the date of application t0 have been convicted of a misdemeancr relating to
beverage alcghol. ‘Without a permit, imporiers, distillers, vinmers, and distributors cannot
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engage in the beverage alcoho! business. 'Pcrmi'rs can be revoked or suspended for reasons
specified in federal law. The current permit system for beverage alcohol producers, importers
and wholesalers/distributors is far more restrictive and gives the government greater control than

anything contemplated in inslant Act.

Section 305 — Registration of Food Facilities

Requiring a producer, importer, or distributor of beverage alcohol (o register with FDA
wauld be a duplication of existing licensing and/or permit requirements. All importers, domestic
producers and whalesalers/distributors of beverage alcohal must obtain a permit from the federal
government. Whilc brewers are not required to obtain a panit, they must register with BATF,
Any applicant for a permit or registration with BATF must go through extensive background and
financial investigations. Foreign producers can only import beverage alcahol through an entity

that helds a Federal Basic Importer’s Permit.

Section 306 - Maintcnance and Inspection of Records for Foods

Under current federz) laws and regulations, importers, producers and distributors/
wholesalers of beverage alcohol must maintain “one up and onc down” records. During normal
business hours, these records musi be kept and made available for review by a federal officer.
The objectives of Scction 306 are met or exceeded by current BATF recordkeeping
requirements/regulations. Any additional recordkecping requirement by FDA would be

duplicative and unnccessary.

Section 307 — Prior Notice of Imported Food Shipment

The U.S. Customs Service already reccives advance notice of the arrival of a ship and of
the ship’s manifest well in advance of the ship’s arrival. Given the Customs Service’s various
security initiatives, therc is no nced for FDA o issue more regulations that would require
something alrcady required by the U.S. Custorns Service. For example, Customs is in the process
of finalizing its ncw requirements that would require ocean carriers and non-vessel-operating
common carriers to present detailed cargo manifests 24 hours before a container is loaded onto a
ship. Shippers — food importers - play a crucial role in satisfying thesc requirements.

The Custom’s checklist requires fifteen (15) information elements that arc far morc
detailed than the dircctives of the Act. These information elements are: (1) foreign port of
departure; (2) carrier SCAC code; (3) voyage number; (4) date of scheduled arrival in first U.S.
port; (5) numbers and quantitics from carrier’s master or house bill of lading; (6) first port of
loading, or first port of receipt, of the cargo by the inbound carrier; (7) a precise description (or
the Harmonized Tariff Schedule numbers if the HTS classification is provided by the shipper) and
weight of the cargo, or, if the container is sealed, the shipper’s declared description and weight of
the cargo (generic descriptions, specifically freight-all-kinds, genera! cargo, and STC (said to
contain) are not acceptable); (8) shipper’s name and address, or an identification number, from al)
bills of lading; (9) consignee’s name and address, or the owner’s or owners’ represeatative’s
name and address, or an identification number, from all bills of lading; (10) advise Customs when
actual boarded guantitics do not equal quantities indicated on the relevant bills of lading (carviers
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arc not required to verify quantitics in scaled containers); (1)) vessel name, national flag and
vesscl number; (12) farcign country of origin where cargo is loaded onto vessel; (13) hazardous-
matenial indicator; (14) container number (for containerized shipments); and (15) seal aumber

affixed to container.

Customs’ elforts 1o improve security imposc requircments beyond the dictates set forth in
the Act. U.S. companies must educale their suppliers not only abeut the new manifest rules
referenced above, but also about the Customs-Trade Partnership Against Terrorism (C-TPAT)
and other security measures. Although technically a voluntary program, C-TPAT is becoming an

industry standard.

Conclusion

In summary, we recommend that FDA meet with other agencics that have repulations and
Jurisdictions 1o govern the importation, production and distribution of beverage alcohol in order
@ coordinate responsibilities. Such a liaison will aveid duplication of government resources,
government manpower and governmeni regulation. We submit thit this suggested coursc of
action will cnable the federal govemment and the food industry to focus their resources more
.cfTiciently and cftectively upon efforts that will enhance security and will avoid unnecessary and
redundant burdens that otherwise could be imposed upon both enforcement and compliance

cfforts.

Thank you lor the opportunity 1o present our views concerning FDA’s acijons to
implement the Bioterrorism Act. We stand ready to work with you at any time to assist FDA in
the development of implementing reggulations that will result in the efficient and effcetive
implementation of this Act. 1f we can be of any further assistance, pleasc do not hesitate to call

on us,

~~"Sincerely,
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Amachment A

Arthur DeCelle, Executive Viee President & General Counscl

Beer Insttute (BY)

121 C Strect, N, W, Suite 750
Washington, D.C. 20001

(202) 737-2337 - (202) 737-7004 (fax)

C. M. Wendc!!l Lce, General Counsel
Wine Institste {W1)

425 Market Street, Suite 1000

San Francisco, CA 9405
(415)512-0151 - (415) 442-0742 (fax)

Donald MacVean, Executive Director
The Presidents’ Forum
641 Snow Goose Lane
Annzpolis, MD 21401
(410) 349-4037 - (410) 345-3346 (ﬁx)

Robert J. Maxwell, President

National Assaciation of Beverape Impariers, Inc. (NABI)
30 Courthousc Square, Suite 300

Rockville, MD 20850

(240) 453-9998 - (240) 453-9358 (fax)

Bill Nelson, Vice President - Government Relations
Amecrican Vinmers Association (AVA)

1200 G Strecer, N.W., Suite 360

Washington, D.C. 20005

(202) 783-2756 - (202) 347-6342 (fax)

Lynne J. Omlic, Scnior Vice President & General Counsel
Distilled Spirits Council of the United States, Inc. (DISCUS)
1250 Eye Streer, N.W.,

Washington, D.C. 20005

(202) 682-8824 - (202) 682-8888 (fax)

David K. Rehr, President

National Beer Whalesalers Association (NBWA)
1100 South Washingion Street

Alexandria, VA 22314

(703) 6834300 - (703) 683-8965 (fax)

Harry Wiles, Exccutive Director
Amcrican Beverage Licensees (ABL)
5101 River Road, Suite 108

Bethesda, MD 20816

(301) 656-1494 - (301) 656-7539 (fax)

Craig Wall General Counsel

Winc and Spirits Wholesalers of America, Inc. (WSWA)
80S 15" Street, N.W. Suite 430

Washingtan, D.C. 20005

(202} 371-9792 - (202) 789-2405 (fux)
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Arthur DeCelle, Executive Vice President & General Counsel
Beer Institute

C. M. Wendell Lee, General Counsel
Wine Institute

Donald MacVean, Executive Dircetor
The Presidents’ Forum

Robert J. Maxwcll, President
National Association of Beverage Importers, Inc.

Bill Nelson, Vice President - Governunent Relations
American Vintners Association

Lynne J. Omlie, Scnior Vice President & General Counsel
Distilled Spirits Council of the United States, Inc.
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